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eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 22 May 2008 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 23-39 is/are pending in the application. 

4a) Of the above claim(s) 35 and 37 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) IEI Claim(s) 23-34.36.38 and 39 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on March 
19'^ 2008 has been entered. 

Election/Restrictions 

In the phone conversation with Evelyn Sommer on May 10'^ 2006 and affirmed 
in the response filed on July lO''^, 2006, the embodiment as shown in Figure 4 was 
elected without traverse. Newly added claims 35 and 37 are not directed towards the 
elected species of Figure 4. Claims 35 and 37 are withdrawn from further consideration 
pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected species, there being no 
allowable generic or linking claim. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification sliall contain a written description of tine invention, and of tine manner and process of 
mailing and using it, in sucli full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 29 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
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skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. Claim 29 recites the limitation "the hollow cap 
encapsulates substantially all of the bone instrumentation which projects from bone." 

There is no disclosure or inherency as originally filed that the hollow cap 
encapsulates substantially all of the bone instrumentation which projects from bone. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification slnall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 26-28 and 34 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 26 recites "a second suture string" with no appreciable claimed difference 
compared to a "plurality of first suture strings" as set forth in claim 25. Therefore, it is 
unclear where there are "second suture strings" with essentially the same properties as 
a "plurality of first suture strings." Claims 27 and 28 fail to correct for the deficiency. 

Claim 34 recites the limitation "said hollow cap or casing" in line 2. There is 
insufficient antecedent basis for this limitation in the claim, specifically that of "or 
casing." 
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Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, macliine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 23-34, 38 and 39 are rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non-statutory subject matter. As previously conveyed to 
applicant in the interview on May 21®', 2008, applicant cannot positively recite a portion 
of the human body. In the claims rejected under this statute, applicant has positively 
recited the cover being installed over bone instrumentation which has been placed 
within bone. For examination purposes, the claims will be interpreted as being a bone 
instrumentation cover capable of being placed over bone instrumentation during bone 
repair consistent with claim 36 which is not rejected under this statute. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this era foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 23-34, 36, 38 and 39 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Ellman (US Patent 4,428,375). 

Ellman discloses a device (Figures 1-4) comprising: a hollow cap (15) made of 
absorbable Dacron™ (Column 2, Lines 30-40) and capable of removal in a subsequent 
surgical procedure; a separate tubular cinch ring (20 and 22 together) having openings 
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(one opening defined by the enclosed circles of either 20 or 22; a second opening 
defined by tlie space between 20 and 22 - same opening direction as those of 19); 
adjustable sutures (16) of the cap (15) are "threaded" through the openings of the cinch 
ring; [First Interpretation] a non-adjustable (as in same direction as adjustable) suture 
(21) tied to the lower edge of the cap and attached to the cinch ring; [Second 
Interpretation] a drawstring (21) within the cinch ring to circumferentially tighten the 
hollow cap. 

Response to Arguments 

Applicant's arguments with respect to the claims have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Richard Shaffer whose telephone number is (571)272- 
8683. The examiner can normally be reached on Monday-Friday (7am-5pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on 571-272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Richard Shaffer/ 
Examiner, Art Unit 3733 
/Eduardo C. Robert/ 

Supervisory Patent Examiner, Art Unit 3733 



